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IN THE UNITED STATES DISTRICT COURT 



FOR THE DISTRICT OF DELAWARE 


THE JOHNS HOPKINS UNIVERSITY, ) 

a Maryland corporation, BAXTER ) 

HEALTHCARE CORPORATION, a ) 

Delaware corporation, and ) 

BECTON DICKINSON AND COMPANY, ) 
a New Jersey corporation, ) 

) Civil Action 

Plaintiffs, ) No. 94-105-RRM 

) 

v. ) 

) 

CELLPRO, a Delaware corporation, ) 

) 

Defendant. ) 


DECLARATION OF DR. BONNIE J. MILLS 


Submitted by: 

POTTER ANDERSON & CORROON 
William J. Marsden, Jr. (#2247) 
Joanne Ceballos (#2854) 

P.O. Box 951 

350 Delaware Trust Building 
Wilmington, Delaware 19899 
(302) 984-6000 
Attorneys for Plaintiffs 


( 



OF COUNSEL: 


Donald R. Ware 
Peter B. Ellis 

FOLEY, HOAG & ELIOT LLP 
One Post Office Square 
Boston, Massachusetts 02109 
(617) 832-lOOOAttomeys for Plaintiffs 

Michael Sennett 
BELL, BOYD & LLOYD 
Three First National Plaza 
70 West Madison Street 
Chicago, Illinois 60602 
(312) 807-4243 
Attorneys for Plaintiff 
Baxter Healthcare Corporation 


Steven J. Lee 
KENYON & KENYON 
One Broadway 

New York, New York 10004 
(212) 425-7200 
Attorneys for Plaintiffs 


Dated: April 28, 1997 



DECLARATION OF DR. BONNIE J. MILLS 

L Bonnie J. Mill*, Ph.D., hereby declare. 

1. I am the Assistant Director of Clinical Research in Baxter's 
Immunotherapy Division. 1 have personal knowledge concerning the preparation of the clinical 
protocols that support Baxter’ s prcmaricet approval application (“PMA") to the FDA for approval 
to begin commercial tales Of the l*oiex$ 300 Stem Cel Separation System. In addition, I was 
personally involved in the preparation of the PMA submi salon, which was filed with the FDA on 
February 24, 1997. 

2. Baxter s PMA submission is directed to use of the Isolex* 300 System in 
autologous transplant patients. It is supported by data from from a pivotal, controlled 
randomized clinical tnaL This study was Signed to evaluate engnftmeot in breast cancer 
patients Mowing transplant of isolated CD34+ cells or uruelected peripheral blood stem cells 
(“PBSC") for hematologic support after myeloabl stive therapy. Use submission also presents 
data in support of the autologous transplant indication front uncontrolled nonrandomized 
studies, including two other PBSC transplant studies. These studies were conducted under 
FDA-ipproved Baxter-sponsored investigational device exemptions ('IDEs') . The FDA has 
also received data in support of autologous transplantation using the Isolex® 300 System from a 
bone marrow transplant dinkad trial conducted under an FDA approved, investigator- 
sponsored study. 

3. Baxter has also sponsored IDE studies of the Isolex* 300 System for 
other indications, including allogeneic booe marrow and stem cell transplants. In 1996, the 
FDA approved a pivotal, controlled randomized study of the system for allogeneic transplants. 

4. hr 1996, Baxter introduced an enhanced version of the laolex* 300 
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and its plan to rely upon statistical analysis of data from the randomised breast cancer study ju 
the basis for PMA approval. Baxter proceeded with the data analysis, and filed the PMA a 
toon possible after the anatyiis was finished and its assembly of supporting information for the 
PMA was complete The PMA submitted by Baxter on February 24, 1997 consists of 36 
volumes of supporting text and data, totaling just under 20,000 pages of information. It most 
certainly was not prepared hastily for an "eve of trial* submission, as I understand CdlPro 
alleges. 

7. Baxter's approach, involving extensive advance discussions with the 
FDA concerning Baxter's clinical data and its proposed statistical model for data analysis paid 
off earlier this month. By letter dated April 9, 1997, the FDA formally accepted Baxter's 
PMA submission as sufficient to permit substantive review as is, with February 24 as the filing 
date. As we understand it, das PMA will go through a review cycle of approximately six 
months. Consistent with this understanding, the FDA has advised Baxter that it will conduct a 
raid-cycle review meeting enn«e>ning Baxter's PMA in May. We believe, based upon our 
informal discussions with FDA staff, that the PMA is on track for approval by (he end of 
1997. 


I declare under penalty of perjury that the foregoing « true and correct. Executed this 
28th day of April, 1997 


Botutie J. Mills, PIpD 
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CERTIFICATE OF SERVICE 


I, Joanne Ceballos. hereby certify that on this 28th day of April, 1997, 
copies of the within document were caused to be served on the attorneys of record at the 
following addresses as indicated: 


VIA HAND DELIVERY 


Gerard M. O’Rourke, Esquire 
Connolly, Bove, Lodge & Hutz 
1220 Market Street 
P.O. Box 2207 

Wilmington, Delaware 19801 

VIA FEDERAL EXPRESS DELIVERY 


Coe A. Bloomberg, Esquire 
Lyon & Lyon 
633 West Fifth Street 
47th Floor 

Los Angeles. CA 90071 




